
AGENCV: Foe and Drug Ad~~is~ati~~, HI-EL 

ACTfUN: Notice. 

e Food md Drug Admitistration (FIIA) is with&awing approval of 34 a~~~ev~at~d 

new drug lications (ANDAs). The ofders of the a~p~ica~~~s notified the agency in wr3 

ANDA No, 

61-530 

61-829 

62-067 
62-I 04 

m-280 
62-372 

62-697 

Drug 

PeniciIiin V Potassium Tablets USP, 250 rnj~i~gram~ (mg) 
and 500 mg. 

Arn~x~~i~l~~ Gapsubs USP, 250 mg and 500 mg 
~~rn~~in Sulfate with Wydroccwtisone ~i#tme~t USP, 

0.35% and 1%. 
Nystatin and Triamcinofone Acetunide Ointment USP 
Mezlin (sterile mezloci%n s~i~rn~ 

Applicant 

My/an ~~arrna~~~ti~s~ Inc., 781 C!wstwt Ridge Rd., PO. 
Box 4310 Morgantowrt, VW 26504-4310. 

DO. 

DO. 
Clay-Park Laboratories, Inc., f?OO Bathgate Ave., E3ronx, 

NY 10457. 



.- 
ANDA No. 

71-099 

fl-551 

7wK?7 
72-027 

72-070 
72-073 
72-921 
72-991 
72-992 
73-690 
74-579 
75-2 
75-348 

75-355 
75-620 

?!!%-641 
‘75-642 
?5-707 
‘X-708 
m-115 

84-968 
85-130 
36-424 
86-810 
86-811 
$9-784 
89-788 

2 

Bromatapp ER (~rornp~~n~rarni~e maleate/phenyipropano~a- 
mine ~~dr~~lo~#~ (WI)) Exfencfed-Release Tabtefs, 52 
mg@5 mg. 

Flurazepam HCI Capsules USP, 30 mg 

Fturarepam MCf Capsutes USP, 15 mg 
Fentanyl Citrate and Droperidol Injection 

~a~bup~~~e HCt Injection USP, 10 mg/mt 
~a~bup~ne HCI tnjection USP, 20 mg#mL 
Prazosin HCJ Capsules USP, 2 mg 
Prazosin HCI Caps&s USP, I mg 
Prazosin HGI Caps&es USP, 5 mg 
Cafcitunin~Salmon fnjection, 200 ~~t~r~atio~a~ ~n~~rnL 
Betamethasone Dipropionatts Cream USP, 0.05% (base) 
Midazalam XCI In&&ion, 5 mg (base)/mL 
Kefcxotao Trom~~arnjne Injection USP, 15 mg/mL and 30 

mgimL. 
LaMalol HCI hjection USP, 5 mghnt 
Midazolam HCI Injection, 1 mg (base)lmL and 5 mg (base)/ 

ml, 
~id~o~arn HCI Injection, 5 mg (bass)/mL 
Bisoprolol Fumarate and Hy~r~~loro~i~i~e Tablets 
Famotidine Injection, 10 mg!mL 
Famotidhe Injection, 10 @ml (presewative We] 
Niacin Tablets USP, 500 mg 

Wofurazone Ointment LISP, 0.2% 
~itro~urazo~e Topicat Sot&ion USP, 0.2% 
friple Sulfa Vaginal Gream 
Fbocinulons Acetonids Cream USP, O-01 % 
~uoc~no~o~e Acetunide Cream USP, 0.025% 
Meperidine HCI injection US?, 50 m&ml 
Meperidine HCI injection USP, t ,OQO mgtml 

P- 

Applicant 

Captey ~~a~rnaceu~~ls~ Inc., 25 John Rd. Cactus, 
02021. 

Purepac F~ar~ceut~ca~ Co., 200 Elmora Ave., ~i~a~e~, 
NJ 07207, 

Do. 
AstraZeneca LP, 1800 Goword Pike, PD. Box 8355, 

mingtc>n, DE 19803-8355. 
Do., 
DO. 
Purepac ~ha~ac~uti~~ Go. 
Do. 
Do, 
AstraZeneca LP. 
Glay-Park Laboratories, Inc. 
AstraZeneca LP. 
Apothecon, he., P.0. Box 4500, Princeton, NJ 065 

Do. 
50. 

Do. 
50, 
Do* 
5u. 
lmpax La~rator~es, Inc., 30835 Huffy Ave., Ha~r~~~ 

CA 94544. 
Clay-Park Laboraforiss, Inc. 
DO* 
Altana Inc., 60 8ayfis Rd., Melville, NY lt?4?. 
Cfay-Park Laboratories, Inc. 
Do. 
AstraZeneca LP. 
Da, 

Therefore, under section 505(e) of the Federal Food, Drug, and ~~s~e~~ Act (21 U.S,C. 

355(~)) and under au~~~~ delegated to the Director, Center for Drug ~va~~at~Q~ and Reseawh 




